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General Information

Information in this document is not sensitive and may be released to the general public.

If you have comments or recommendations about how to improve this Quick Index,
please E-mail: CLABAUGHW@CDER.FDA.GOV or directly contact:

Wanda Clabaugh

Office of Training and Communications (OTCOM), HFD-200
Center for Drug Evaluation and Research

Division of Communications Management

5600 Fishers Lane

Rockville, MD 20857

Phone: 301-827-1243 or 827-1651

Fax: 301-827-3056

The information in this document was compiled with assistance from:
Center for Drug Evaluation and Research:

Division of Communications Management

Office of Compliance

Office of Drug Evaluation I, II, llI, IV, V, SCSOs

Office of Epidemiology & Biostatistics

Office of Generic Drugs

Center for Biologics Evaluation and Research

Center for Devices & Radiological Health



Commonly Requested FDA Phone Numbers

Adverse Drug Event (ADE) Reporting
Advertising & Marketing of Rx Drugs
Advisory Committees

AIDS Clinical Trials Information
American Cancer Society
Application Integrity Policy

Biologics (CBER) INDs
Licensed Products

Biopharmaceutics

Breast Implant Hotline

CDER Executive Secretary

Cocaine Hotline

Compliance (CBER)

Compliance (CDER)

Congressional Affairs (FDA/Office of Legislative Affairs)
Consumer Product Safety Commission

Criminal Investigations

Devices & Radiological Health (CDRH)
Consumer Inquiries

Division of Communications Management (CDER)
Fax-on-Demand (CDER)

(301) 827-3219
(301) 827-2831
(301) 443-5455
(800) 874-2572
(800) 227-2345
(301) 594-0098

(301) 594-2000

(301) 827-2127
(800) 532-4440
(301) 594-6779
(800) 444-9999
(301) 594-2066
(301) 594-0054
(301) 443-3793
(301) 504-0400
(301) 504-0400
(301) 294-4030

(301) 594-0485
(800) 638-2041

(301) 827-1651
(800) 342-2722
(301) 827-0577



Drug Enforcement Administration (DEA)

Drug Information (not related to specific IND/NDA)
Drug Information Branch (Formerly Executive Secretariat)

Electronic Submissions (CDER) David M. Moss

(CBER) Robin Jones
Environmental Officer (CDER)
Environmental Protection Agency (EPA)
Epidemiology
Epidemiology & Biostatistics

FDA Directory Information (Phone #'s, etc)
Copy of FDA Directory

FDA Drug Information

FDA Locator

Food (CFSAN)

Generic Drugs

Health Care Financing Administration (HCFA)
HRSA Directory Information

IND/NDA General Information/Forms

Industry Questions (General)

Meat and Poultry Hotline (USDA)

MedWatch

National Cancer Institute (NCI)
Information

(202) 401-7834
(301) 594-1012
(301) 594-1012

(301) 443-2836
(301) 827-1368

(301) 594-5483
(202) 260-2090
(301) 827-3172
(301) 827-3219

(301) 443-1544
(301) 443-1277

(301) 594-1012
(301) 443-1544
(202) 205-4850
(301) 594-0340
(202) 775-2008
(301) 443-2086
(301) 594-1012
(301) 594-1012
(202) 720-3333
(800)FDA-1088

(301) 496-4000
(301) 496-5583



National Clearinghouse for Drug Abuse
National Institute on Drug Abuse (NIDA)
NIH Directory Information

Orphan Drugs

OTC Drugs

OTC Drugs Compliance

Patent Office

Postmarketing Surveillance (CDER) (Drug Quality/Data Processing)
(Compliance)

Press Office (FDA)

Public Health Service Locator (PHS)

SAMSHA (ADAMHA) Directory Information
Speaker Coordinator (CDER) Wanda Clabaugh
Veterinary Medicine (CVM)

Videoteleconferencing (CDER) Angela Youngblood

Vitamin Supplements-Dietary Requirements

(800) 729-6686
(301) 443-6480
(301) 496-2351
(301) 827-3666
(301) 827-2241
(301) 594-1065
(703) 305-8341

(301) 827-3223
(301) 594-0107

(301) 443-3285
(301) 443-2403
(301) 443-3783
(301) 827-1668
(301) 594-1755
(301) 827-1243

(202) 205-5372



FDA Management Phone Directory

Key Officials:

FDA Commissioner’s Office (Kessler)

FDA Deputy Commissioner/Senior Advisor (Pendergast)

FDA Deputy Commissioner for Operations (Friedman)

FDA Deputy Commissioner for Policy (Schultz)

FDA Deputy Commissioner for External Affairs (Smith-Holston)
FDA Deputy Commissioner for Management and Systems (Byrd)
CDER Director’s Office (Woodcock/Lumpkin/Williams/Axelrad)
Office of Review Management (Lumpkin/DeSantis)

ODE | Immediate Office (Temple/Carter)

ODE Il Immediate Office (Bilstad/Ripper)

ODE 1lll Immediate Office (Botstein/Collier)

ODE IV Immediate Office (Feigal/Nearing)

ODE V Immediate Office (Weintraub/Walling)

Office of Epidemiology and Biostatistics (O’Neill)

Office of Pharmaceutical Science (Williams/Molzon)

Office of Clinical Pharmacology and Biopharmaceutics (Lesko/Metz)
Office of Generic Drugs (Sporn/Hassal)

Office of New Drug Chemistry (Patel/Redman)

Office of Testing and Research (Grieshaber/Bove)

(301) 827-2410
(301) 827-3330
(301) 827-3310
(301) 827-3370
(301) 827-3450
(301) 827-3410
(301) 594-6740
(301) 594-6740
(301) 594-6758
(301) 443-2544
(301) 827-3144
(301) 827-2330
(301) 827-2250
(301) 827-3222
(301) 594-6740
(301) 594-5690
(301) 594-0340
(301) 594-0375

(301) 443-4750



CDER Office of Management (Abbott/Bourkland)

CDER Office of Training and Communications (Rose/Brophy)

CDER Office of Compliance (Gray/Jones)

CBER Director’s Office (Zoon)

827-0548

CDRH Director’s Office (Burlington/Knight)

CFSAN Director’s Office (Shank/Glinsmann)

CVM Director’s Office (Sundlof/ Thompson)

NCTR Director’s Office (Schwetz/

Office of Regulatory Affairs-Associate Commissioner (Chesemore)

Coene)

New Drug Evaluation Division Officials:

ODE |

HFD-40

HFD-110

HFD-120

HFD-150
594-2473

ODE I

HFD-570

HFD-510

ODE Il

HFD-180

Immediate Office (Temple/Carter)

(301) 594-6741
(301) 827-1651
(301) 594-0054

(301)

(301) 443-4690
(202) 205-4825
(301) 594-1740

(301) 443-3155
(501) 543-7517

(301) 827-3101

(301) 594-6758

Division of Drug Marketing, Advertising, & Communications (301) 827-2831

(Baylor-Henry)
Cardio-Renal (Lipicky/Fenichel/Morgenstern)
Neuropharmacology (Leber/Katz/Purvis)

Oncology (DelLap/Pease)

Immediate Office (Bilstad/Ripper)

Pulmonary (Jenkins/Schumaker)

Metab. & Endocrine (Sobel/Troendle/Rarick/Galliers)
Immediate Office (Botstein/Collier)

Gastrointestinal & Coagulation (Fredd/Johnson)

(301) 594-5300
(301) 594-2850

(301)

(301) 443-2544
(301) 827-1050
(301) 443-3490
(301) 827-3144

(301) 443-0479



HFD-170

HFD-160

ODE IV

HFD-520

HFD-530

ODE V

HFD-540

HFD-550

HFD-560

Division of Anesthetic Critical Care
and Addiction Drug Products (Bedford/Moody)

Medical Imaging Radiopharmaceutical Drug Products
(Love/Cheever)

Immediate Office (Feigal/Nearing)
Anti-Infective (Fanning/Gavrilovich/Bona)
Anti-Viral (Feigal/Freeman/DeCicco)
Immediate Office (Weintraub/Walling)

Division of Dermatologic
and Dental Products (Wilkin/Cook)

Division of Anti-Inflammatory, Analgesic,
and Ophthalmic Drug Products (Chambers/Schmidt)

Division of Over-the-Counter Drugs (Bowen)

Office of Epidemiology and Biostatistics:

HFD-705 Director, Robert O’Neill/Deputy Director, Charles Anello

(301) 443-3741

(301) 443-3560

(301) 827-2330
(301) 827-2120
(301) 827-2330
(301) 827-2250

(301) 827-2021

(301) 827-2090

(301) 594-2226

(301) 827-3219

HFD-705 Quantitative Methods and Research Staff (Stella Machado) (301) 827-3218

HFD-730

HFD-710

HFD-715

HFD-720

HFD-725

Div. of Pharmacovigilance and Epidemiology(Robert O’Neill)(301) 827-3219

Div. of Biometrics | (George Chi)
Div. of Biometrics Il (Ed Nevius)
Div. of Biometrics Il (Nancy Smith)

Div. of Biometrics IV (Ralph Harkins)

(301) 594-5302
(301) 827-3113
(301) 827-3121

(301) 827-2546



Attorney Assignments to CDER Matters

Attorneys:

Ruth Ann Castillo
Robert F. Church
James S. Cohen
Elizabeth H. Dickinson
David M. Fox

David J. Horowitz
(less than 1/2 time CDER counselling)

Diane M. Maloney
(less than 1/2 time CDER counseling)
Seth S. Ray

Assignments:

Adverse Experience Reporting

Advertising and Promotion
Antibiotics

Application Integrity Policy

Combination Products/Jurisdictional Issues

Compliance Issues (General, Including
Good Manufacturing Practices)

Controlled Substances

Debarment

PKLN Bldg.
PKLN Bldg.
PKLN Bldg.
PKLN Bldg.
PKLN Bldg.

PKLN Bldg.

PKLN Bldg.

PKLN Bldg.
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Room 6-71 (301) 827-1141
Room 6B-12 (301) 827-1147
Room 6-71 (301) 827-1141
Room 6-71 (301) 827-1140
Room 6-72 (301) 827-1139

Room 6B-12 (301) 827-1148

Room 6-82 (301) 827-1146

Room 6-89 (301) 827-1142

James S. Cohen
Elizabeth H. Dickinson

Seth S. Ray

David M. Fox

Seth S. Ray

Robert F. Church
Elizabeth H. Dickinson
David M. Fox

Robert F. Church

David M. Fox

Ruth Ann Castillo
Robert F. Church



Exclusivity

Generic Drugs

Good Laboratory Practices

Human Subject Protection (Including
Informed Consent and IRB'S)

Insulin

International Conference on Harmonization

Medication Guides

Office of Drug Evaluation I (Except
Marketing and Advertising)

Office of Drug Evaluation Il
Office of Drug Evaluation Il (Except
Controlled Substances and Positron

Emission Tomography)

Office of Drug Evaluation IV (Except
Antibiotics)

Office of Drug Evaluation V (Except
OTC Drugs)

Division of OTC Drug Evaluation

Off-Label Use/Practice of Medicine
Orphan Drugs

Patent Issues
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Elizabeth H. Dickinson

Ruth Ann Castillo
David M. Fox

Diane M. Maloney
Elizabeth H. Dickinson

Diane M. Maloney
James S. Cohen

David J. Fox

James S. Cohen
Diane M. Maloney

Seth S. Ray

James S. Cohen
Diane M. Maloney

Seth S. Ray
James S. Cohen

Diane M. Maloney

James S. Cohen
Diane M. Maloney

Seth S. Ray

Ruth Ann Castillo
Robert F. Church
Seth S. Ray

Elizabeth H. Dickinson

Elizabeth H. Dickinson



Pharmacy Issues
Positron Emission Tomography
Prescription Drug Marketing Act

Special Health Issues
(e.g. AIDS, Subpopulations)

Tampering

505(b)(2) Issues

Cross-Center Assignments

Attorneys:

Kenneth C. Baumgartner
Robert F. Church
Matthew E. Eckel

David J. Horowitz

Lori L. Jackson

Leslie Kux

Diane M. Maloney

Barbara Stradling

PKLN Bldg.
PKLN Bldg.
PKLN Bldg.
PKLN Bldg.
PKLN Bldg.
PKLN Bldg.
PKLN Bldg.

PKLN Bldg.
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Room 6B-12

Room 6B-12

Room 6-71

Room 6B-12

Room 6-82

Room 6-71

Room 6-82

Room 6B-12

David J. Horowitz
Seth S. Ray
Seth S. Ray

Diane M. Maloney
James S. Cohen

Robert F. Church

Elizabeth H. Dickinson

(301) 827-1147
(301) 827-1147
(301) 827-1142
(301) 827-1148
(301) 827-1146
(301) 827-1140
(301) 827-1146

(301) 827-1147



Assignments:

Advisory Committees

Environmental Issues

Freedom of Information Act

Imports/Exports/International

Paperwork Reduction Act

User Fees (Financial/Legislative Issues)
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Barbara Stradling
Leslie Kux
Robert F. Church

Gail Schmerfeld

Lori L. Jackson
Mathew E. Eckel

Lori L. Jackson
Mathew E. Eckel

Louisa Nickerson

Kenneth C.
Baumgartner
David J. Horowitz
(Waiver Issues)
Diane M. Maloney
(Program Issues)



Atlanta
Atlanta
Baltimore
Boston
Buffalo
Chicago
Chicago
Cincinnati
Dallas
Dallas
Denver
Detroit
Kansas City
Los Angeles
Minneapolis
Nashville

Newark

New Orleans

FDA Regional Directors

(ATL-SRO)
(ATL-DO)
(BAL-DO)
(BOS-DO)
(BUF-DO)
(CHI-MRO)
(CHI-DO)
(CIN-DO)
(DAL-SRO)
(DAL-DO)
(DEN-DO)
(DET-DO)
(KAN-DO)
(LOS-DO)
(MIN-DO)
(NSH-DO)

(NWK-DO)

(NOL-DO)

John Turner
Ballard Graham
Ken Shelin
James J. Rahto
E.Pitt Smith
Burton I. Love
Raymond Mlecko
John Marzilli
Edward Esparza
Douglas Payne
Vacant

Brenda Holman

W. Michael Rogers

Elaine Messa
John Feldman
Raymond Hedblad

Matthew Lewis

James E. Gamet
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(404) 347-4266
(404) 347-4344
(410) 962-4012
(617) 279-1726
(716) 846-4478
(312) 353-1047
(312) 353-7379
(513) 684-3504
(214) 655-8100
(214) 655-5315
(303) 236-3017
(313) 226-6260
(913) 752-2144
(213) 252-7586
(612) 334-4102
(615) 781-5392

(201) 331-2900

(504) 589-2401

SE Regional
HFR-SE100
HFR-MA200
HFR-NE200
HFR-NE300
Midwest Reg.
HFR-MW100
HFR-MA400
SW Regional
HFR-SW100
HFR-SW200
HFR-MW200
HFR-SW300
HFR-PA200
HFR-MW300
HFR-SE300

HFR-MA300

HFR-SE400



New York (NYK-RO) Arthur J. Beebe (718) 965-5416

New York (NYK-DO) Edward T. Warner (718) 965-5301
Oakland (OKL-PRO) Ron Johnson (510) 637-3960
Regional

Orlando (ORL-DO) Douglas Tolen (407) 648-6996

Philadelphia  (PHI-MAR)  Susan Setterberg (215) 597-8058
Regional Office

Philadelphia  (PHI-DO) Diane Kolatis (215) 597-3708
St. Louis (STL-BR) Charles Breen (314) 425-4137
San Francisco (SAN-DO) Patricia Cziobro (510) 337-6730
San Juan (SIN-DO) Sam Jones (809) 729-6842

Seattle (SEA-DO) Roger Lowell (206) 483-4950

NE Regional
HFR-NE100
Pacific

HFR-SE200

Mid-Atlantic

HFR-MA10
HFR-SW400
HFR-PA100
HFR-SE500

HFR-PA300

GENERAL CALLS FROM INDUSTRY, GENERAL PUBLIC, AND HEALTH

PROFESSIONALS SHOULD BE REFERRED TO:

CDER, Division of Communications Management, Drug Information Branch,

HFD-210, 594-1012

Refer All Calls From Field Public Affairs Specialist (PAS) To:

CDER Public Affairs Liaison, Rynetta H. Little 594-1012

Specific IND/NDA Topics
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Abbreviated New Drug
Applications
Specific Questions-
Guidelines & General
Advice-
Abortifacients

Accelerated Approval
Regulation

Accutane

ACE Inhibitors
Acne (OTC)

Acne Medication
ACTH and Analogs
Addiction

Administrative Procedure
Issues

Adrenal (Miscellaneous)

Adrenergic Agents for the Eye

Adverse Drug Event Safety

Evaluation

Advertising

Advertising Complaint Line

Gordon Johnston

Drug Information Branch
Management

Call Division

Linda Carter
Lee Ripper

Mary Kozma-Fornaro
Kathleen Bongiovanni
Audrey Love

Mary Kozma-Fornaro
John Short

Corinne Moody

Al Rothschild (CDER)

John Short
Joanne Holmes

Dave Barash

Minnie Baylor-Henry

Staff
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(301) 594-0340

(301) 594-1012

(301) 443-3490

(301) 594-6758
(301) 443-2544

(301) 827-2020
(301) 594-5334
(301) 594-1009
(301) 827-2020
(301) 443-3510
(301) 443-3741

(301) 594-1038

(301) 443-3510
(301) 827-2090

(301) 443-4580

(301) 827-2831

(800) 238-7332

HFD-610

HFD-210

HFD-511

HFD-100
HFD-500

HFD-540

HFD-111

HFD-812

HFD-540

HFD-511

HFD-170

HFD-7

HFD-511

HFD-550

HFD-735

HFD-40

N/A



Advertising - Study Subjects
Advisory Committees
Aerosols, Metered Dose

AIDS (Biologics for
Treatment)

AIDS (Clinical Trials
Information Service)

AIDS (CTIS for CDER)
AIDS (Drugs for Treatment)
AIDS (General Questions)
AIDS Vaccine

AIDS Wasting (Drugs)

AIP (Application Integrity
Policy)

Alcoholism

Aldose Reductase Inhibitors
Allergy Medication (OTC)
Allergy Medication (Rx)
Alpha Reductase Inhibitors
Alzheimer's Disease

Ambulatory Blood Pressure
Measurement Project

Amino Acids (Nutritional Use)

Amino Acids (LVP)

Paul Goebel

John Treacy

Cathie Schumaker

CBER

Staff

Lee Anne Parsons

Tony DeCicco
Terry Toigo
CBER

Lana Pauls

John Dietrick

Kevin Budich
Julie Rhee
Kay Freeman
Koung Lee
Julie Rhee

Katurah Higgins

Raymond Lipicky

Jena Weber

Steve McCort
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(301) 594-1026
(301) 443-5455
(301) 827-1050

(301) 295-8428

(800) TRIALS-A

(301) 443-0500
(301) 827-2335
(301) 443-0104
(301) 594-0410
(301) 443-3510

(301) 594-0098

(301) 443-3630
(301) 443-3510
(301) 827-2222
(301) 594-5712
(301) 443-3510
(301) 594-2777

(301) 594-5300

(301) 443-3510

(301) 443-7515

HFD-343

HFD-009

HFD-570

HFB-240

N/A

HFD-082

HFD-531

HF-12

HFB-230

HFD-510

HFD-325

HFD-312

HFD-511

HFD-560

HFD-151

HFD-511

HFD-121

HFD-110

HFD-511

HFD-510



Amino Acids (LVP’s ANDAS)

Aminoglycoside Antimicrobials

Amyotrophic Lateral Sclerosis (ALS)

Anabolic Steroids

Anabolic Steroid Alternatives
Analgesic, External (OTC)
Analgesics, Internal (OTC)

Analgesics (NSAID)

Analytical Issues

ANDAs (See Also Generic Drugs)
HFD-610

Androgens

Anesthetics

Angiographic Diagnostic Adjuncts

Angiotensin Receptor Antagonists

Animal Rights/Welfare

Animal Toxicology/Pharmacology
(Drug Related)

Anorectal (OTC)

Anorexigenic Agents (See Obesity)

Bob West

Maureen Dillon-
Parker

Katurah Higgins
Don Leggett

Don Leggett
Audrey Love
Debbie Lumpkins

Chin Koerner
Susan Raigrodski

Robert Rippere
Linda Pennington

Gordon Johnston
Jerry Phillips
Lana Pauls
Corrine Moody
Diana Willard

Kathleen
Bongiovanni

CVM

Robert Osterberg

Michael Benson

John Short
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(301) 594-0360  HFD-617
(301) 827-2025  HFD-520
(301) 594-2777  HFD-121
(301) 827-2222  HFD-316
(301) 827-2222  HFD-316
(301) 827-2222  HFD-560
(301) 827-2222  HFD-560
(301) 827-2090  HFD-550
(301) 827-2090  HFD-550
(301) 594-0104  HFD-354
(301) 594-0340  HFD-610

(301) 594-1837

(301) 443-3520  HFD-511
(301) 443-3741  HFD-170
(301) 594-5300  HFD-111
(301) 594-5334  HFD-111
(301) 443-3450  HFV-1

(301) 827-2123  HFD-502
(301) 827-2222  HFD-560
(301) 443-3510  HFD-510



Antacids (OTC)
Anthelmintics

Anti-acne Preparations

Antiallergy Preparations
Antiandrogens
Antianemia

Antianxiety Agents
Antiarrhythmics

Antiarthritics

Antiasthmatic Agents
Antibiotic Dermatologic Drugs

Antibiotic Monographs

Antibiotics (Cancer)
Antibiotics (Except Cancer)
Anticancer Drugs
Anticaries Preparations

Anticaries Preparations (OTC)
HFD-560

Anticholinergics

Anticoagulants

Robert Sherman
Pauline Fogarty

Mary Kozma-
Fornaro

Koung Lee
Lana Pauls
Julie DuBeau
Merril Mille

Diana Willard

Lissante LoBianco

Sue-Ching Lin
Chin Koerner

Cathie Schumaker

Dave Bostwick

Peter Dionne
Jim Timper

Dotti Pease
Jim Bona
Dotti Pease

Harold Blatt

Cazemiro Martin

Melodi McNeil

Karen Oliver
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(301) 827-2222
(301) 827-2125

(301) 827-2020

(301) 827-2222
(301) 443-3510
(301) 443-0487
(301) 594-2777
(301) 594-5311
(301) 827-2090
(301) 827-2090
(301) 827-2090
(301) 827-1050
(301) 827-2025

(301) 827-2122
(301) 827-2122

(301) 594-5742
(301) 827-2025
(301) 594-5742

(301) 827-2020

(301) 443-0483

(301) 443-0487

HFD-560

HFD-520

HFD-540

HFD-155
HFD-511
HFD-181
HFD-121
HFD-111
HFD-550
HFD-550
HFD-550
HFD-155

HFD-520

HFD-520
HFD-520

HFD-150

HFD-520

HFD-150

HFD-541

(301) 827-2222

HFD-180

HFD-181



Anticolitis
Anticonvulsants
Antidepressants
Antidiarrheals (OTC)

Antidiarrheals (Rx)

Antiemetics (Cancer Chemotherapy)

Antiemetics (Except Cancer)
Antiemetics (OTC)
Antifibrinolytics

Antiflatulents (OTC)
Antifungal Agents (Systemic)
Antifungal Agents, Topical (Rx)
Antifungal, Topical (OTC)
Antigout Agents
Antihelminthic (OTC)
Antihistamines (OTC)
Antihistamines (Rx)
Antihypertensives
Anti-infective (Systemic)
Anti-infective (Topical)

Anti-inflammatory Agents

Melodi McNeil
Robin Pitts

Paul David

Mary Robinson
Brian Strongin
Kati Johnson
Jack Purvis
Bettie Ryland
Julieann DuBeau
Diana Hernandez
Vikki Kinsey
Frank Cross
Audrey Love
David Morgan
Mary Robinson
Kay Freeman
Koung Lee
Zelda McDonald
Jim Bona

Dave Bostwick
Susan Raigrodsky

Lissanto LoBianco
Sue-Chin Lin
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(301) 443-0483
(301) 594-2777
(301) 594-2777
(301) 827-2222
(301) 443-0483
(301) 443-0487
(301) 594-2777
(301) 827-2222
(301) 443-0487
(301) 827-2222
(301) 827-2335
(301) 827-2020
(301) 827-2222
(301) 443-4250
(301) 827-2222
(301) 827-2222
(301) 827-1050
(301) 594-5333
(301) 827-2025
(301) 827-2025
(301) 443-3741

(301) 827-2090
(301) 827-2090

HFD-180

HFD-121

HFD-121

HFD-560

HFD-181

HFD-181

HFD-121

HFD-560

HFD-181

HFD-560

HFD-530

HFD-540

HFD-560

HFD-007

HFD-560

HFD-560

HFD-155

HFD-111

HFD-520

HFD-520

HFD-550

HFD-550
HFD-550



Anti-inflammatory Agents
(Lower Bowel)

Antimalarials
Antimanics

Antimicrobial, Topical (OTC)

Antimotility Agents (Gl)

Antimycobacterials

Antinauseants (CNS)
Antinauseants (Cancer)
Antineoplastics
Antiparasitic Agents

Antiparasitic in
Immunocompromised Patients

Antiparkinsonism Agents

Antiperspirant (OTC)

Antiperspirant Preparations (OTC)

Antiplaque Agents (OTC)
Antiplatelets
Antipneumocystis

Antiprogestins

Chin Koerner

Melodi McNeil

Pauline Fogarty
Steve Hardeman

Audrey Love
Debbie Lumpkins

Melodi McNeil

Matt Tarosky
Lisa Hubbard

Jack Purvis
Kati Johnson
Dotti Pease
Pauline Fogarty

Matt Tarosky

Teresa Wheelous

John Lipnicki
Lee Geisman

John Lipnicki
Lee Geismar

Jeanne Rippere
Julieann DuBeau
Matt Tarosky

Christina Kish
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(301) 827-2090

(301) 443-0483

(301) 827-2025
(301) 594-2777

(301) 827-2222
(301) 827-2222

(301) 443-0483

(301) 827-2335

(301) 594-2777
(301) 443-0487
(301) 594-5742
(301) 827-2025

(301) 827-2335

(301) 594-2777

(301) 827-2222

(301) 827-2222

(301) 594-1003
(301) 443-0487
(301) 827-2335

(301) 443-3510

HFD-550

HFD-180

HFD-520

HFD-121

HFD-560
HFD-560

HFD-180

HFD-531

HFD-121

HFD-181

HFD-150

HFD-520

HFD-530

HFD-121

HFD-560

HFD-560

HFD-813

HFD-181

HFD-531

HFD-511



Antiprotozoals

Antipruritics

Antipsychotics
Antipyretics
Antishistosomal Drugs
Antismoking Agents (OTC)
Antismoking Agents (Rx)
Antispasmodics (Gl)
Antithrombins

Antithyroid Drugs
Antituberculosis Drugs
Antitumor Antibiotics
Antitussives (OTC)
Antitussives (Rx)
Antiulcer Drugs

HFD-181

Antiviral Agents (General)
Anxiolytic/Anti-anxiety

Aphrodisiac (OTC)

Approved Drug Products with

TE Evaluations

Application Integrity Policy

Pauline Fogarty

Mary Kozmo-
Fornaro

Steve Hardeman
Susan Raigrodski
Pauline Fogarty
Mary Robinson
Mary Lambert
Melodi McNeil
Julieann DuBeau
John Short

Matt Tarosky
Frances LeSane
Brenda Sturdivant

Koung Lee

Michael Folkendt

Maria Walsh
Tony DeCicco
Merril Mille
Helen Cothran

Robert Tonelli
Janet Anderson

John Dietrick
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(301) 827-2025

(301) 827-2020

(301) 594-2777
(301) 827-2090
(301) 827-2025
(301) 827-2222
(301) 443-3741
(301) 443-0483
(301) 443-0487
(301) 443-3510
(301) 827-2335
(301) 827-2025
(301) 827-2222

(301) 827-1050

(301) 827-2335
(301) 594-2777
(301) 827-2222

(301) 443-0500

(301) 594-0098

HFD-520

HFD-541

HFD-121

HFD-550

HFD-520

HFD-560

HFD-170

HFD-180

HFD-181

HFD-511

HFD-531

HFD-520

HFD-560

HFD-155

(301) 443-0487

HFD-531

HFD-121

HFD-560

HFD-082

HFD-320



Arthritis, Immune Modulators
Asthma

Astringents (RX)

Astringent, Skin Protectant (OTC)

AZT
Baldness Drug (Rogaine)

Bendectin

Benign Prostatic Hypertrophy (OTC)

Benign Prostatic Hypertrophy/

Disease (Rx)
Benzodiazepines

Benzoyl Peroxide
Beta-blockers

BIMO Programs (CDER)
Bioequivalence

Biologic Product Complaints
Biologics (Investigational)
Biologics (Licensed)
Blood and Blood Products
Blood, Drugs Affecting
Boil Treatment

Botulinum Toxin (CBER)

Sue Ching Lin
Cathie Schumaker
Roy Blay

lda Yoder

Kim Struble
Harold Blatt

Jack Purvis

Mary Robinson

Stephen Trostle

Merril Mille
Frank Cross
Zelda McDonald
Mary Richardson
Keith Chan

Staff

Wendy Aaronson
CBER

CBER

Karen Oliver
Mike Benson

CBER
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(301) 827-2090
(301) 827-1050
(301) 827-2020
(301) 827-2222
(301) 827-2335
(301) 827-2023
(301) 594-2777
(301) 827-2222

(301) 443-3520

(301) 594-2777
(301) 827-2020
(301) 594-5300
(301) 594-0020
(301) 594-2290
(301) 827-2000
(301) 594-5656
(301) 827-3524
(301) 827-3524
(301) 443-0487
(301) 827-2222

(301) 594-2012

HFD-550

HFD-155

HFD-541

HFD-560

HFD-531

HFD-540

HFD-121

HFD-560

HFD-511

HFD-121

HFD-541

HFD-111

HFD-340

HFD-650

HFM-44

HFB-230

HFM-370

HFM-370

HFD-181

HFD-560

HFM-370



Brain Dysfunction
Breast Implants
Bronchodilators (Rx)
Bronchodilators (OTC)
Bulimia

Burn Treatment Agents
Cachexia

Calcium and Phosphorus
Metabolism

Calcium Channel Blockers
Cancer

Cancer Chemotherapy Agents
(Nausea from)

Cancer Information Service (NCI)
CAPD Solutions
(Continuous Ambulatory
Peritoneal Dialysis)

CAPD Solutions (ANDAS)

Carcinogenicity Assessment
Committee (CAC)

Cardiovascular Diagnostics
Carnitine

CDER Exec. Sec.

Cell-mediated Immunosuppressants

Jack Purvis

(301) 594-2777

CDRH/Prasad Rao (301) 594-3090

Parinda Jani
Anne Mustafa
Steve Hardeman
Dave Bostwick
Dotti Pease

Randy Hedin

David Roeder
Dotti Pease

Dotti Pease

Staff

Steve McCort

Bob West

Joe Contrera

Zelda McDonald
Jena Weber
Lee Zwanziger

Dotti Pease
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(301) 827-1050
(301) 827-2222
(301) 594-2777
(301) 827--2025
(301) 594-5724

(301) 443-3520

(301) 594-5313
(301) 594-5742

(301) 594-5742

(800) 4-CANCER

(301) 443-7515

(301) 594-0360

(301) 827-1503

(301) 594-5300
(301) 443-3510
(301) 594-6779

(301) 594-5742

HFD-121

HFZ-410

HFD-155

HFD-560

HFD-121

HFD-520

HFD-150

HFD-511

HFD-111

HFD-150

HFD-150

N/A

HFD-160

HFD-610

HFD-502

HFD-111

HFD-511

HFD-006

HFD-150



Central Alpha-Agonist
Cephalosporin Antibiotics
Cerebral Stimulants

Chelating Agents

Chemical Substructure Searching

Chemistry Guidelines (Technical
Questions)

Chemistry Guidelines (Mailings)

Chloro Fluoro Carbon (CFC)

Propellents (Metered Dose Inhalers)

Cholecystokinetic Drugs (Rx)
Cholecystokinetic Drugs (OTC)
Choleretics

Cholelitholytic Drugs
Cholesterol

Chymopapain

Clindamycins

Clinical Guidelines (Mailings)
Clinical Investigators
(General Questions)

CNS Stimulants

Coagulants/Anticoagulants (Anti-
platelet Fibrinolytics &

David Roeder

Carmen DeBellas

Paul David

Karen Oliver

Rona Sun

(301) 594-5313
(301) 827-2025
(301) 594-2850
(301) 443-0487

(301) 443-3910

Marilyn Apfel, Ph.D (301) 594-5483

Drug Information
Branch

Cathie Schumaker

Kati Johnson
Mary Robinson
Brian Strongin
Marcia Walsh
Julie Rhee
Susan Kummerer
Frances LeSane

Drug Information
Branch

Alan Lisook, M.D

Steve Hardeman

Julieann DuBeau
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(301) 594-1012

(301) 827-1050

(301) 443-0487
(301) 827-2222
(301) 43-0487

(301) 443-487

(301) 443-3510
(301) 443-7515
(301) 827-2025

(301) 594-1012

(301) 594-1032

(301) 594-2777

(301) 443-0487

HFD-111

HFD-520

HFD-121

HFD-181

HFD-86

HFD-102

HFD-210

HFD-155

HFD-181

HFD-560

HFD-181

HFD-181

HFD-511

HFD-161

HFD-520

HFD-210

HFD-344

HFD-121

HFD-181



Antifibrinolytics)
Collagen

Complaints (Product)
Compound Q

Congressional Liaison--All
CDER Inquiries

Consent Forms

Consumer Fraud

Contact Lenses

Contraceptive Implants (Rx)
Contraceptives (OTC)
Contraceptives (Rx)
Contraceptive Vaccines
Contracts with CDER

Contrast Media (Gl)

Contrast Media (Radio-opaque)
Corn/Callus Remover (OTC)
Corticosteroids (Inhaled)
Corticosteroids (Systemic)
Corticosteroids (Topical)
Cough/Cold Combinations (OTC)

(Anticholinergic/Antitussive/
Expectorant)

Beth Nairan
Staff
Kim Struble

Terry Martin

Paul Goebel

Joel Aronson
Margaret Talbert
Christina Kish
Mary Robinson
Christina Kish
CBER

Bob Linkous
Santford Williams
Santford Williams
Michael Benson
Dotti Pease

Dotti Pease

Mary Kozma-
Fornano

Brenda Sturdivant
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(301) 594-3090
(301) 443-1240
(301) 827-2335

(301) 594-5460

(301) 594-1026
(301) 594-0070
(301) 443-4190
(301) 443-3520
(301) 827-2222
(301) 443-3520
(301) 295-8410
(301) 443-0724
(301) 443-1560
(301) 443-1560
(301) 594-1006
(301) 594-2473
(301) 594-2473

(301) 827-2020

(301) 827-2222

HFZ-410

HFC-161

HFD-531

HFD-6

HFD-343

HFD-314

HFZ-210

HFD-511

HFD-560

HFD-511

HFB-230

HFD-052

HFD-161

HFD-161

HFD-820

HFD-150

HFD-150

HFD-541

HFD-560



Cough/Cold (OTC)

(Antihistimine/Nasal Decongestant)

Cough/Cold (OTC)
(Bronchodilator)

Cough-Cold Preparations (OTC)
Cough-Cold Preparations (Rx)
Counterfeit Drugs

CSO Peer Review

Cyanide Poisoning Antidote

Cyclosporine
Cystic Fibrosis

Dandruff/Seborrhea, Psoriasis
(OTC)

Data Entry-Postmarketing ADE’s

Data Integrity Problem

Data Standards Manual

Degenerative Diseases
(Neurological)

Daytime Sedative (OTC)
Debarment
Dementia

Deodorant, Internal (OTC)

Kay Freeman

Anne Mustafa

Brenda Sturdivant

Koung Lee
Don Leggett
Daniel Michels

Lana Pauls
Jena Weber

Tony Zeccola
Betty Kuzmik

Ida Yoder

George Armstrong

John Dietrick
Bruce Hartman

William Hess

Teresa Wheelous

Anne Mustafa
David T. Read
Katurah Higgins

Mary Robinson
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(301) 827-2222

(301) 827-2222

(301) 827-2222
(301) 827-1050
(301) 594-3150
(301) 443-7500

(301) 443-3510

(301) 827-2335
(301) 827-1050

(301) 827-2222

(301) 443-6414

(301) 594-0098
(301) 827-0062

(301) 443-0500

(301) 594-2777

(301) 827-2222
(301) 594-2041
(301) 594-2850

(301) 827-2222

HFD-560

HFD-560

HFD-560

HFD-155

HFD-316

HFC-200

HFD-511

HFD-531

HFD-155

HFD-560

HFD-737

HFD-325
HFD-324

HFD-085

HFD-121

HFD-560

HFD-7

HFD-121

HFD-560



Depo-Provera (Contraceptive (Rx)
Depression Medications

Dermatologic Drugs

DES (Diethylstilbestrol)
DESI

DESI, Copies of NAS/NRC & FR
Notices

DESI, List/State & HCFA
Reimbursement

DESI, Rx Drug List
Detergents and Shampoos (OTC)
Detergents and Shampoos (Rx)

Developers and Distributors
System (DAD)

Diabetes

Diagnostics (Gl)
Diagnostics (In Vitro)

Dialysis, Continuous Ambulatory
Peritoneal Solutions (ANDAS)

Diaper Rash, Antifungal (OTC)
Diaper Rash, Antimicrobial

Diaper Rash, External Analgesic
(OTC)

Christina Kish
Paul David

Mary Kozma-
Fornano

Christina Kish
David Read

William Hall

Herb Gerstenzang

Herb Gerstenzang
Michael Kennedy
Roy Blay

William Hess
Jena Weber

John Short

Kati Johnson
Steve Gutman

Bob West

Audrey Love
Debbie Lumpkins

Audrey Love
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(301) 443-3520
(301) 594-2777

(301) 827-2020

(301) 443-3520
(301) 594-2041

(301) 443-3910

(301) 594-0101

(301) 594-0101
(301) 827-2222
(301) 827-2020

(301) 443-0500

(301) 443-3510

(301) 443-0487
(301) 594-3084

(301) 594-0360

(301) 827-2222
(301) 827-2222

(301) 827-2222

HFD-511

HFD-121

HFD-541

HFD-511

HFD-7

HFD-84

HFD-333

HFD-333

HFD-560

HFD-541

HFD-085

HFD-511

HFD-181

HFZ-440

HFD-610

HFD-560

HFD-560

HFD-560



Diaper Rash, Skin Protectant (OTC)

Diarrhea (AIDS Related)

Diarrhea Medications (OTC)

Diarrhea Medications (Rx)

Digestive Aids (OTC)

Digoxin Certification

Dioctyl Sodium Sulfosuccinate
(Division of Gastrointestinal

and Coagulation Drug Products)

Dioctyl Sodium Sulfosuccinate

(OTC)

Dioctyl Sodium Sulfosuccinate (Rx)

Disinfectants (Medical Equipment)

Disinfectants (Use infon Human)

Diuretics

DNA

Dopamine Agonists

Doxylamine

Drug Abuse

Drug Advertising (OTC)

Drug Advertising (Rx)

Drug and Device Product CDER-

Approvals List

CDRH-

Tom North
Matt Tarosky
Mary Robinson
Melodi McNeil
Cheryl Turner
Sharon Norris

Melodi McNeil

Diana Hernandez

Brian Strongin
CDRH

Dave Bostwick
Gary Buehler
Yuan-Yuan Chiu
Randy Hedin
Koung Lee
Corinne Moody

FTC-Lisa B.
Kopchik

Minnie Baylor-
Henry

George Scott

Mary Jo Robinson
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(301) 827-2222
(301) 827-2335
(301) 827-2222
(301) 443-0483
(301) 827-2222
(301) 594-0101

(301) 443-0483

(301) 827-2222

(301) 443-0483
(301) 594-1190
(301) 827-2025
(301) 594-5332
(301) 443-3510
(301) 443-3520
(301) 827-1050
(301) 443-3741

(202) 326-3139

(301) 827-2831

(301) 443-3910
(301) 594-2186

HFD-560

HFD-530

HFD-560

HFD-180

HFD-560

HFD-333

HFD-180

HFD-560

HFD-181

HFZ-420

HFD-520

HFD-111

HFD-820

HFD-511

HFD-570

HFD-170

FTC

HFD-40

HFD-84
HFZ-402



Drug Classification
(Therapeutic)

Drug Delivery Systems

Drug Diversion (Non-PDMA)

(PDMA)

Drug Establishment
Registration

Drug Indexing
Drug Listing

Drug Master Files
(Submissions)

Drug Master Files
(Technical Information)

Drug Names (USAN Names)

Drug Product Complaints

Drug Product Quality
Surveillance

Drug Product Reference File

Drug Quality Reporting
System

Drug Sample Surveys-CTR

Initiated

Drug Shortages

Drug Stability Issues

Drug Information
Branch

Guirag Poochikian

Don Leggett
Margaret O’'Rourke

Kathy Smith

Ruth L. Somerville
Larry Lim

Central Document Room

Arthur Shaw,Ph.D

Robert Wolters,Ph.D
Staff

Andy Schaub
Purt Subramaniam

George Scott

Jay Schmid

Andy Schaub

Gordon Johnston
Mark Goldberger
Havrey Greenberg

Barry Rothman
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(301) 594-1012

(301) 827-1050

(301) 594-2073
(301) 594-0101

(301) 594-1086

(301) 443-3700
(301) 594-1086

(301) 443-0035

(301) 443-0483

(301) 594-5300
(301) 443-1240

(301) 594-0107
(301) 594-0107

(301) 443-3910

(301) 594-0107

(301) 594-0107

(301) 594-0340
(301) 443-9549
(301) 594-3015

(301) 594-0098

HFD-210

HFD-155

HFD-310
HFD-333

HFD-058

HFD-85

HFD-058

CDER

HFD-180

HFD-110

HFC-160

HFD-336
HFD-336

HFD-84

HFD-336

HFD-336

HFD-610
HFD-530
HFD-615

HFD-325



D-xylose

Dyes

Ear Anti-microbials
Ear Preparations

Ear Preparations (OTC)
(Earwax Removal)

Ear Preparations (OTC)
(Swimmers Ear)

EDTA (Chelation)

EDTA (Chelation Therapy for
Intermittent Claudication)

EERs (Establishment
Evaluation Requests)

E-Ferol

Eminase

Elmiron (Cancer)

Elmiron (Except Cancer)

Emollients, Demulcents,
Protectives

Encephalin Analgesic

Endocrine (Miscellaneous)
HFD-511

Endometriosis

Endotoxins (Test Kits)

Melodi McNeil

CFSAN

Maureen Dillon-Parker

Maureen Dillion-Parker

Brenda Sturdivant

Cheryl Turner

Karen Oliver

Diana Willard

Mimi Egas

Dave Doleski
Shirnette Fergenson
Frank Fazzari
CBER

Dotti Pease

Susan Cusack

Harold Blatt

Corinne Moody

Enid Galliers

Lana Pauls
Christina Kish

CBER
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(301) 443-0483
(301) 472-4750
(301) 827-2025
(301) 827-2025

(301) 827-2222

(301) 827-2222

(301) 443-0487
(301) 594-5311
(301) 827-0062
(301) 827-0062
(301) 827-0062
(301) 594-0101
(301) 594-2012
(301) 594-5742

(301) 443-1560

(301) 827-2020

(301) 443-3741

HFD-180

HFF-334

HFD-520

HFD-520

HFD-560

HFD-560

HFD-181

HFD-110

HFD-324

HFD-324

HFD-324

HFD-330

HFM-370

HFD-150

HFD-160

HFD-541

HFD-170

(301) 443-3490

(301) 443-3510
(301) 443-3520

(301) 594-0428

HFD-511
HFD-511

HFM-240



Environmental Assessment

(CDER)
Enzymes (Topical)

Epilepsy
HFD-121

EPO, Epogen

Erythromycin

Erythropoietin

Establishment Evaluation
Requests

Estradiol Pellets

Estrogens (Rings, Pellets,
Tablets, Etc.)

Excipients

Exclusivity, Marketing ANDA

Exclusivity, Marketing NDA
Exocrine Pancreatic (OTC)

Exocrine Pancreatic
Insufficiency (Rx)

Expectorant Drug Products
(OTC)

Export/Import (Certificates
for Foreign Governments)

Nancy Sager

Julie Rhee

Robin Pitts

CBER
Jose Cintron
CBER

Mimi Egas
Dave Doleski

Shirnette Fergenson

Christina Kish

Christina Kish

Robert Tonelli

Don Hare
Gordon Johnston

Linda Carter

Diana Hernandez

Maria Walsh

Brenda Sturdivant

Bradford Williams

Exports under FD&C Section Jim Hamilton

802 or 21 CFR 312.110
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(301) 594-5410

(301) 443-5818

HFD-005

HFD-161

(301) 594-2777

(301) 594-0428
(301) 827-2025
(301) 594-0428
(301) 827-0062
(301) 827-0062
(301) 827-0062
(301) 443-3520

(301) 443-3520

(301) 443-0500

(301) 594-0337
(301) 594-0340

(301) 594-6758
(301) 594-0897

(301) 443-0487

(301) 827-2222

(301) 594-2073

(301) 594-3150

HFM-240
HFD-520
HFM-240
HFD-324
HFD-324
HFD-324
HFD-511

HFD-511

HFD-082

HFD-600
HFD-600

HFD-100

HFD-814

HFD-181

HFD-560

HFD-310

HFD-316



External Analgesics (OTC)

Eye Preparations

Federal Register Notices

Federal Register Proposals

Federal Register Report,

Weekly

Federal Register Rules and
Regulations (Development)

Federal Register Rules and
Regulations (Interpretation)

Fertility Drugs

Fever Blister (OTC) (Internal
& External Antibiotic)

Fibrinolytics

Filing Over Protest

First Aid Antibiotic (OTC)
First Aid Antiseptic (OTC)
Fish Oils (Lipid Altering)
FK-506 (Organ Transplant)

(For other indications, refer
to division handling specific

indication)

FOI Requests (Devices)
FOI Requests (Drugs)

For Cause Inspections

Audrey Love
Joanne Holmes
Al Rothschild

Howard Muller

William Hall

Howard Muller

Al Rothschild

Lana Pauls

Michael Benson

Julie DuBeau
David Read
Audrey Love
Debbie Lumpkins
Julie Rhee

Tony Zeccola

Fred Sadler
Carol Ann Hooton

Randall Woods
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(301) 827-2222
(301) 827-2090
(301) 594-1038

(301) 594-1046

(301) 443-3910

(301) 594-1046

(301) 594-1038

(301) 443-3510

(301) 827-2222

(301) 443-0487
(301) 594-2041
(301) 827-2222
(301) 827-2222
(301) 443-3510

(301) 827-2335

(301) 594-4774
(301) 443-8491

(301) 827-0062

HFD-560

HFD-550

HFD-7

HFD-7

HFD-85

HFD-7

HFD-7

HFD-511

HFD-560

HFD-181

HFD-7

HFD-560

HFD-560

HFD-511

HFD-531

HFZ-082

HFD-205

HFD-324



Foreign Visitors/Requests

Forms for IND/NDAs
(1571/1572/356h)

Fraud, Consumer

Free Radical Scavengers

Freedom of Information
(Devices)

Freedom of Information
(Drugs)

Fungicides (Systemic)
Fungicides (Topical)
Gallstone Solvents
Ganciclovir

GAO/IG Contacts

G.l. Contrast Media

Gases (Medicinal-GMPs)

Gastrointestinal Diagnostics

Gastrointestinal Drugs
(Upper GI)

Gastrointestinal
Prostaglandins

Gemfibrozil (Rx)

General Compendial Issues

International Affairs

CDER-Marsey Posner

DMRB

Joel Aronson
Gary Buehler

Fred Sadler

CarolAnn Hooton

Vikki Kinsey
Frank Cross

Brian Strongin
Deborah Kallgren
Lois Adams
Stantford Williams
Duane Sylvia

Kati Johnson

Michael Folkendt

Brian Strongin

Julie Rhee
Meade North

Linda Pennington
Robert Rippere
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(301) 443-4480
(301) 594-1836

(301) 443-4320

(301) 594-0070
(301) 594-5332

(301) 594-4774

(301) 443-8491

(301) 827-2335
(301) 827-2020
(301) 443-0483
(301) 827-2335
(301) 443-3793
(301) 443-1560
(301) 594-0095
(301) 443-0487

(301) 443-0487

(301) 443-0483

(301) 443-3510

(301) 594-0104

HFY-50
HFD-358

HFD-53

HFD-314

HFD-111

HFZ-082

HFD-205

HFD-531

HFD-541

HFD-181

HFD-531

HFW-14

HFD-161

HFD-322

HFD-181

HFD-181

HFD-181

HFD-511

HFD-335



Gayle Dolecek

Generic Drugs Gordon Johnston
Jerry Phillips
HFD-610
Genetically Engineered Drug Information
Drugs Branch
CBER
Genito-urinary Drugs Steve McCort
Glaucoma Joanne Holmes
GLPs Ty Fujiwara
Glycosides Gary Buehler
GMPs (Drugs) Paul Motise

Gonadotropins and Releasing Lana Pauls
Factors

Good Clinical Practices (GCP) Alan Lisook
HFD-344
Grandfathered Drugs Herb Gerstenzeng
Growth Factors Lana Pauls
Growth Hormone Lana Pauls

and Analogs

Guidelines (Clinical/Chem/ Drug Information
Pharm) Branch

Guidelines (Development) Howard Muller
Gynecologicals Christina Chi

H, Antagonists Michael Folkendt
(Estrogen and Progestin) Christina Kish
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(301) 594-0340  HFD-610
(301) 594-1837

(301) 594-1012  HFD-210
(301) 827-1800  HFM-46

(301) 443-7515  HFD-511
(301) 827-2090  HFD-550
(301) 594-2023  HFD-345
(301) 594-5300  HFD-111
(301) 594-1089  HFD-323

(301) 443-3510 HFD-511

(301) 594-1032

(301) 594-0101 HFD-333
(301) 443-3510 HFD-511

(301) 443-3510 HFD-511

(301) 594-1012 HFD-210

(301) 594-1046 HFD-007
(301) 827-2025 HFD-520

(301) 443-0487 HFD-181
(301) 443-3520 HFD-511



Hpylori Agents
Hair Grower (OTC)
Hair Growth (Rx)

Hair Growth (e.g. Rogaine,
Minoxidil)

Hallucinogenic Agents
Head Lice

Health Care Antiseptics
(OTC)

Health Fraud (Drugs)
Health Hazard Assessments
Hearings

Heartburn (Rx)
Antacids (OTC)

Hematologics

Hemorrhoidal Preparations
(OTC)

Hemorrhoidal Preparations
(Rx)

Heparin
Hepatitis
Herpes

Homeopathic Drugs

Hormones (OTC)

Maureen Dillon-Parker

Audrey Love
Harold Blatt

Harold Blatt

Corinne Moody
Roy Blay

Debbie Lumpkins

Joel Aronson
Gus Koustenis
David Read

Michael Folkendt
Robert Sherman

Karen Oliver

Mike Benson

Brian Strongin

Karen Oliver
Maria Walsh
David Staten

Joel Aronson
Ed Miracco

Michael Benson
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(301) 827-2025
(301) 827-2222
(301) 827-2020

(301) 827-2023

(301) 443-3741
(301) 827-2020

(301) 827-2222

(301) 594-0070
(301) 594-0054
(301) 594-2041

(301) 443-0487
(301) 827-2222

(301) 443-0487

(301) 827-2222

(301) 443-0483

(301) 443-0487
(301) 443-0487
(301) 27-2335

(301) 594-0070
(301) 594-0070

(301) 827-2222

HFD-520

HFD-560

HFD-541

HFD-540

HFD-170

HFD-541

HFD-560

HFD-304

HFD-300

HFD-7

HFD-181
HFD-560

HFD-181

HFD-560

HFD-181

HFD-181

HFD-181

HFD-531

HFD-304
HFD-304

HFD-560



Hormones (Rx)
HFD-511

Human Drug Stability
Human Drug Stability (GMPs)

Human Subject Protection

Team

Humoral Immuno-
suppressants

Hydrazine Sulfate

Hyperglycemics

(e.g.,Diazoxide & Glucagon)

Hypnotics

Hypoglycemics (Oral)

Hypo/Hyper Phosphatemia

(OTC)

Hypotension and Shock
Immunomodulatory (AIDS)

Immunoregulatory Agents

(AIDS)

Immunosuppressants
(Non-oncolytic Agents)

Immunotoxicology
Import Issues

Impotence Drugs

Enid Galliers

Robert Shultz
Barry Rothman

Paul Goebel

Tony Zeccola

Jena Weber

John Short
Jena Weber

Teresa Wheelous

John Short
Jena Weber

Helen Cothran

Gary Buehler
Matt Tarosky

Tony Zeccola

Matt Tarosky

Sharyl Lard
Bradford Williams

Steve Trostle
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(301) 443-3510

(301) 594-2850
(301) 594-0098

(301) 594-1026

(301) 827-2335

(301) 443-3510

(301) 443-3510

(301) 594-2850

(301) 443-3510

(301) 827-2222

(301) 594-5332
(301) 827-2335

(301) 827-2335

(301) 827-2335

(301) 443-9550
(301) 594-0063

(301) 443-3520

HFD-121

HFD-325

HFD-343

HFD-531

HFD-511

HFD-511

HFD-121

HFD-511

HFD-560

HFD-111

HFD-530

HFD-531

HFD-530

HFD-530

HFD-310

HFD-511



Incontinence
IND/NDA Forms

IND/NDA Statistical Reports

IND Reform

IND Rewrite

Informed Consent

Ingrown Toenail (OTC)
General

Inhalation Aerosols
(Chemistry)

Inhalation Anesthetics
Inotrope/Vasodilators

Insect Bites, Skin Protectant
(OTC)

Insect Repellent, Internal
(OTC)

Inspections

Institutional Review Boards
(IRBs)

Insulin

Insulin Certification & Compl.

Steve McCort
DRSB

Anne Myers

Robert Osterburg
Joseph DeGeorge

Jean Yager

Linda Carter
Lee Ripper

Paul Goebel

Carol Doyle

Guirag Poochikian, Ph.D.
Cathie Schumaker

Corrine Moody
Gary Buehler

Donald Dobbs
Helen Cothran
Mark Lynch
Doug Ellsworth
Paul Goebel
John Short

Jena Weber

Sid Spungen
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(301) 443-7510
(301) 827-0546
(301) 594-2109
(301) 827-2123
(301) 594-2473
(301) 594-5480

(301) 594-6758
(301) 443-2544

(301) 594-1026
(301) 827-2222
(301) 594-2473
(301) 827-1050
(301) 443-3741
(301) 594-5332

(301) 827-2222

(301) 827-2222

(301) 594-0093

(301) 594-1026

(301) 443-3510

(301) 594-0107

HFD-511
HFD-53
HFD-53
HFD-520
HFD-150

HFD-002

HFD-101
HFD-102

HFD-343

HFD-560

HFD-155

HFD-570

HFD-170

HFD-560

HFD-560

HFD-560

HFD-320

HFD-343

HFD-511

HFD-336



Insulin Regulation Revisions

Interferon

Interleukins

Intermittent Claudication
Investigator Disqualifications

Irrigating Fluids
HFD-510

Isoprinosine (Except SSPE)

Isoprinosine (SSPE)

IlUD's

Jurisdiction Inter Center-
HFD-1

Intra CDER-
Kidney Dialysis Solutions
Kidney Transplant Devices

Kidney Transplant Rejection
Drugs

Labeling Control (CGMPs)
Labeling File, Approved
Labeling, Generic Drugs

HFD-613

Large Volume Intravenous

Yuan-yuan Chiu, Ph.D.
Sid Spungen

CBER

CBER

Gary Buehler
Alan Lisook

Steve McCort

John Mahoney
Jack Purvis
Christina Kish
Jim Morrison
Murray Lumpkin
Robert Gatling
Robert Gatling

Tony Zeccola
Matt Tarosky

Tony Lord

Ruth Somerville
Jerry Phillips
John Grace

Steve McCort

Fluids (Nutritional, Electrolyte, Dilutants)

Generic Drug Products

Bob West
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(301) 443-3510
(301) 594-0107

(301) 594-0428
(301) 594-0410
(301) 594-5300

(301) 594-0020

HFD-820
HFD-336

HFM-240

HFM-230

HFD-111

HFD-344

(301) 443-7510

(301) 827-2335
(301) 594-2777

(301) 443-3520

HFD-531

HFD-121

HFD-511

(301) 594-5443

(301) 594-6740
(301) 594-1220
(301) 594-1220

(301) 827-2335

(301) 594-0095

(301) 443-3910

HFD-002

HFZ-420

HFZ-420

HFD-530

HFD-322

HFD-85

(301) 594-0365

(301) 594-0365
(301) 443-7515

(301) 594-0360

HFD-630

HFD-511

HFD-610



Laxatives (OTC)
Laxatives (Rx)

Learning Disorders

Leg Cramps (OTC)

Lentinan
Leprosy

Leptin
HFD-511

LHRH Analogs

Liaison for Device Consults

Lincomycins

Lipid-lowering Drugs

Liver Drugs

Lou Gehrig's Disease

Lovastatin

MAC/MAI Drugs

Macrolide Anti-microbials

Magnetic Resonance

Imaging (MRI)

Malaria

Mary Robinson

Melodi McNeil

Robert Osterberg
Joseph DeGeorge

Steve Hardemen

John Lipnicki

Deborah Kallgren

Roy Blay

Enid Galliers

Lana Pauls

Donald Carrington

Frances LeSane
Julie Rhee
Brian Strongin
Katurah Higgins
Julie Rhee

Lisa Hubbard

Frances LeSane

Santford Williams

Pauline Fogarty

Male Contraceptives (Drugs) Enid Galliers

HFD-511
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(301) 827-2222
(301) 443-0483

(301) 443-2544
(301) 594-2473

(301) 594-2777
(301) 594-1009
(301) 443-9550

(301) 827-2020

HFD-560

HFD-180

HFD-500
HFD-150

HFD-120

HFD-812

HFD-531

HFD-541

(301) 443-3510

(301) 443-3510
(301) 594-6779
(301) 827-2025
(301) 443-3510
(301) 443-0483
(301) 594-2777
(301) 443-3510
(301) 827-2335
(301) 827-2025

(301) 443-1560

(301) 827-2025

HFD-511

HFD-006

HFD-520

HFD-511

HFD-181

HFD-121

HFD-511

HFD-531

HFD-520

HFD-161

HFD-520

(301) 443-3490



Male Genital Desensitizers
(OTC)

MAPPS
Medication Errors

Medicinal Gases
(GMP Guidance)

Memory (Non-Alzheimer's)
Menstrual Products (OTC)

Metabolic Studies
(Miscellaneous)

Methods Validation Issues

Metoclopramide & Derivatives

Mifepristone (RU-486-
Scientific Issues)

(Uterine Acting) (Anticancer)

Migraine
Monoclonal Antibodies

Mouthwashes (OTC)

Mouthwashes, Non-antibiotic

(Rx)
Movement Disorders
Multivitamins (Parenteral)
NIMH Studies

Nailbiting/Thumbsucking
(OTC)

Audrey Love

Khyati Roberts
Jane Axelrad
Sharon Olmstead

Duane Sylvia

Robin Nighswander
Mary Robinson

Stephen Trostle

Linda Pennington
Melodi McNeil
Larry Bachorik
Diane Spillman
Don Grilley
CBER

Jeanne Rippere

Kevin Darryl White

Katurah Higgins
Jena Weber
Steve Hardemen

Ida Yoder
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(301) 594-1009

(301) 594-6740
(301) 594-5468

(301) 594-0095

(301) 594-2777
(301) 827-2222

(301) 443-3520

(301) 594-0104
(301) 443-0483
(301) 827-0612
(301) 594-2473
(301) 594-2850
(301) 496-3556
(301) 827-2222

(301) 827-2020

(301) 594-2777
(301) 443-3510
(301) 594-2777

(301) 827-2222

HFD-812

HFD-005

HFD-06

HFD-322

HFD-121

HFD-560

HFD-511

HFD335

HFD-180

HFI-2

HFD-150

HFD-121

HFB-001

HFD-560

HFD-541

HFD-121

HFD-511

HFD-121

HFD-560



Narcolepsy Steve Hardeman

Narcotic Treatment Ellsworth Dory
Programs Gerald Hajarian
Narcotics Corinne Moody

and Bonnie McNeal
Nasal Preparations (OTC) Kay Freeman

Nasal Preparations, (Rx) Sandy Barnes
Anti-inflammatory/Anti-allergic

National Drug Code Brenda Killiany
Number Assignment

National Drug Code Jackie Leung
Compliance Issues/HCFA  Herb Gerstensang

National Environmental Nancy Sager
Policy Act (NEPA)

National Toxicology Program Joseph Contrera, Ph.D
(NTP)

Nausea (Except Cancer) Jack Purvis

Nausea (Cancer) Kati Johnson

NCI Drugs Paul Zimmerman

NDA/ANDA Field Alerts Jay Schmid
(Reporting/ Guidance)

Nerve Gas Antidotes Robbin Nighswander

Neuroleptic Drugs Merril Mille

Neurology (Miscellaneous) Robin Pitts

Neuromuscular Blocking Corine Moody
Agents (Anesthesia)
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(301) 594-2777

(301) 594-1029

(301) 443-3741

(301) 827-2222

(301) 827-1050
(301) 594-1086
(301) 594-0063

(301) 594-0101

(301) 594-5721

(301) 443-4750

(301) 594-2777
(301) 443-0487
(301) 594-5775

(301) 594-0107

(301) 594-2777
(301) 594-2777
(301) 594-2777

(301) 443-3741

HFD-121

HFD-342

HFD-170

HFD-560

HFD-155

HFD-058

HFD-310

HFD-333

HFD-357

HFD-400

HFD-121

HFD-181

HFD-150

HFD-336

HFD-121

HFD-121

HFD-121

HFD-170



Neurotoxicity

Nicotine Abuse

Night-time Sleep Aids (OTC)
Nitric Oxide

Nitroglycerin Products
Nomenclature Standards
Non-glycosidic Inotropes

Non-narcotic Analgesics

Non-prescription Drug
Compliance

Norplant
HFD-511

Notice of Opportunity
for Hearing

Notices (Federal Register)

NSAIDs (Non-steroidal Anti-
Inflammatory Drugs)

NTP/NCTR Liaison
Obesity Drugs

Obsessive-Compulsive
Disorder

Ombudsman

HFD-1

Glenna Fitzgerald
Mary Lambert
Michael Benson
Zelda McDonald
Gary Buehler
William Hess
Gary Buehler
Susan Raigrodski
Sue-Ching Lin
Chin Koerner

Lissante LoBianco

Bradford Williams

Christina Kish

David Read

Al Rothschild

Susan Raigraodski

Joe Contrera
John Short

Paul David

Amanda Pedersen (FDA) (301) 827-3390
(CDER)

Jim Morrison
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(301) 594-2850  HFD-121
(301) 443-3741  HFD-170
(301) 827-2222  HFD-560
(301) 594-5333  HFD-111
(301) 594-5300  HFD-111
(301) 443-0500  HFD-85

(301) 594-5300  HFD-111
(301) 827-2090  HFD-550
(301) 594-0063  HFD-310

(301) 443-3520

(301) 594-2041  HFD-7
(301) 594-1038  HFD-360
(301) 827-2090  HFD-550
(301) 443-4750  HFD-400
(301) 443-3510  HFD-511
(301) 594-2777  HFD-121
HF-7

(301) 594-5443



Ophthalmic Drugs (OTC) Kay Freeman

Ophthalmic Drugs (Rx) Joanne Holmes

Ophthalmic Inserts Joanne Holmes
with Medication

Oral Anesthetics/Analgesics
OTC (Includes Antimicrobial/
Non-antimicrobial)

Jeanne Ripper

Oral Contraceptives (Generic) Carol Zimmermann

Oral Contraceptives (Rx) Christina Kish

Oral Glucose-Lowering John Short

Sulfonylurea Jena Weber
Oral Hypoglycemic Drugs John Short
Julie Rhee

Orange Book George Scott

Organ Banks Jim Weixel
Orphan Drugs Peter Vaccari

Osteoporosis (Estrogens)
(Bone Metabolism)

Randy Hedin

OTC Drug Labeling
Compliance

Robert Heller
Joel Aronson

OTC Drug Review Debra Bowen
OTC Vaginals Christina Chi

Otic (OTC), Earwax Removal Brenda Sturdivant
Otic (OTC), Swimmers Ear Cheryl Turner
Otic (Rx), Anti-microbials Maureen Dillon-Parker
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(301) 827-2222
(301) 827-2090

(301) 827-2090

(301) 827-2222

(301) 594-0365
(301) 443-3520

(301) 443-3510

(301) 443-3510

(301) 443-3910
(301) 443-1382
(301) 443-4903
(301) 443-3520
(301) 594-1065
(301) 594-0070
(301) 827-2222
(301) 827-2025
(301) 827-2222
(301) 827-2222

(301) 827-2025

HFD-560

HFD-550

HFD-550

HFD-560

HFD-613

HFD-510

HFD-510

HFD-511

HFD-84

HFY-20

HF-35

HFD-511

HFD-312

HFD-314

HFD-560

HFD-520

HFD-560

HFD-560

HFD-520



Overindulgence (OTC)
Oxygen

Oxytocics

Paget's Disease

Pancreatic Enzymes
(Pancreatin Pancrelipase)

Pancreatitis

Parallel Track (AIDS Drugs)
Parkinson's Disease

Patent Extensions

Patent Information

Patent Information ANDA

Patent Information NDA

Patient Informed Consent
Forms

Patient Labeling for Rx
Drugs/Leaflets

Pediatric Dosing Information
(OTC)

Pediculicides (OTC)
Pediculicides (Rx)
Penem Antimicrobials

Penicillins

Bettie Ryland
Duane Sylvia
Christina Kish
Randy Hedin

Maria Walsh

Maria Walsh
Donald Pohl
Teresa Wheelous
Ron Wilson

Mary Ann Holovac
Don Hare

Gordon Johnston
Peter Rickman

Linda Carter

Paul Goebel

Louis Morris, Ph.D.

Cazemiro Martin

Micheal Benson

Roy Blay

Maureen Dillon-Parker

Jose Cintron
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(301) 827-2222
(301) 594-0095
(301) 443-3520
(301) 443-3520

(301) 443-0487

(301) 443-0487
(301) 443-0104
(301) 594-2777
(301) 443-1382
(301) 443-3910
(301) 594-0337
(301) 594-0340
(301) 594-0315
(301) 594-6758

(301) 594-1026

(301) 827-2828

(301) 827-2222

(301) 827-2222
(301) 827-2020
(301) 827-2025

(301) 827-2025

HFD-560

HFD-322

HFD-511

HFD-511

HFD-181

HFD-181
HF-12
HFD-121
HFY-20
HFD-85
HFD-600
HFD-600
HFD-615
HFD-100

HFD-343

HFD-40

HFD-560

HFD-560

HFD-541

HFD-520

HFD-520



Pentagastrin

Peptide Antibiotics
Peripheral Vasodilators
Peritoneal Dialysis Solutions

Petitions (ANDAS)

Petitions (General)
Pharmacovigilance

Phase IV

Poison Treatment (OTC)
Policy Statement Publications

Positron Emission
Tomography

Post-Coital Contraceptives
Post-Operation Thrombi

Postmarketing Surveillance
(POST MS)

Potassium Salts
Pre-1938 Drugs
Pre-approval Inspections

Preclinical Testing
Requirements (General)

Premenstrual Syndrome

Melodi McNeil
Frances LeSane
Gary Buehler
Steve McCort

Gordon Johnston
Cecilia Parise

Al Rothschild
Robert O’Neill
Jim Knoben

Bettie Ryland
Al Rothschild

Susan Lange

Christina Kish
Julieann DuBeau

Robert O'Neill

Diana Willard
Herb Gertenzang
Mark Lynch

Robert Osterberg
Joseph DeGeorge

Lana Pauls
Christina Kish
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(301) 443-0483
(301) 827-2025
(301) 594-5332
(301) 443-7515

(301) 594-0340
(301) 594-0315

(301) 594-1038
(301) 827-3219
(301) 443-3204
(301) 594-0897
(301) 594-1038

(301) 443-5818

(301) 443-3520
(301) 443-0487

(301) 827-3219

(301) 594-5311
(301) 594-0101
(301) 827-0062

(301) 443-2544
(301) 594-2473

(301) 443-3510
(301) 443-3520

HFD-180

HFD520

HFD-111

HFD-511

HFD-610
HFD-615

HFD-7

HFD-730

HFD-80

HFD-814

HFD-7

HFD-161

HFD-511

HFD-181

HFD-730

HFD-111

HFD-333

HFD-324

HFD-502
HFD-150

HFD-511
HFD-511



Prescription Drug Labeling Brad Williams (301) 594-0063 HFD-310
Rx Compliance

Prescription Drug Marketing Margaret O’'Rourke (301) 594-0101 HFD-333
Act Kathleen Anderson
Prescription Drug Samples Margaret O'Rourke (301) 594-0101 HFD-333
& Products (PDMA) Kathleen Anderson
Prescription Drug Wholesaler Margaret O’'Rourke (301) 594-0101 HFD-333
Licensing Kathleen Anderson
Prescription Drug Wrap-up David Read (301) 594-2041 HFD-7
Herb Gerstenzang (301) 594-0101 HFD-330
Prescription to OTC "Switch" Debra Bowen (301) 827-2222 HFD-560
or Gerald Rachanow
Preterm Labor, Treatment Christina Kish (301) 443-3520 HFD-511
Problems with Approval/ Jim Morrison (301) 594-5443
HFD-1
Complaints
Product Complaints ORA/Div. of Emergency (301) 443-1240 HFC-134
(for Investigation) & Investigational Operations
Product Listing Database Larry Lim (301) 594-1086 HFD-058
Progesterone Suppositories  Christina Kish (301) 443-3520 HFD-511
Progesterone and the Christina Kish (301) 443-3520 HFD-511
Treatment of Premenstrual
Syndrome
Progestins Christina Kish (301) 443-3520 HFD-511
Project Management Jean Yager (301) 594-5480 HFD-09
Promotion (Rx) Survellance Branches (301) 827-2831 HFD-40
Proposals (In Regulations) Howard Muller (301) 594-1046 HFD-7

a7



Prostaglandins (Gl)
Prostaglandins (Impotence)

Prostaglandins
(Abortifacients)

Prostaglandins (Hematology)

Prostaglandins (Obstetrics)

Protection of Human
Research Subjects

Proton Pump Inhibitors
(Prilosec & Prevacid)

Psychiatric (Miscellaneous)
Psychodelic Drugs

PUVA

Quinolones

Radioactive Diagnostic/
Theraputic Agents

Radio-opaque Agents
RDRC Compliance
Recalls (Drugs)
Recombinant DNA
Regulations Development
Regulations Interpretation

Renin Inhibitors

Brian Strongin
Steve Trostle

Christina Kish

Brian Strongin
Christina Kish

Paul Goebel

Maria Walsh

Robin Nighswander

Corinne Moody

Mary Kozma-
Fornano

Pauline Fogarty

Terri Rumble

Susan Cusack
Robert Leedham
Gust Koustenis
Steve Moore
Howard Muller

Al Rothschild

Kathleen Bongiovanni
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(301) 443-0483
(301) 443-3520

(301) 443-3520

(301) 443-0483
(301) 443-3520

(301) 594-1026

(301) 443-0487

(301) 594-2777
(301) 443-3741

(301) 827-2020

(301) 827-2025

(301) 443-3560

(301) 443-1560
(301) 594-1026
(301) 594-0054
(301) 443-3520
(301) 594-1046
(301) 594-1038

(301) 594-5334

HFD-181

HFD-511

HFD-511

HFD-181

HFD-511

HFD-343

HFD-181

HFD-121

HFD-170

HFD-541

HFD-520

HFD-161

HFD-161

HFD-343

HFD-300

HFD-510

HFD-7

HFD-7

HFD-111



Restenosis Following PTCA  David Roeder

Retrovir (AZT)

Reye Syndrome and

Aspirin Information Campaign

Reye Syndrome and
Aspirin Policy/Technical
Questions

Ribavirin

RU-486 (Abortifacient)
(Scientific Issues)

RU-486 (Cancer)
Scabies
Schizophrenic Drugs

Scleroderma (Topical
Treatments, Systemic)

Sclerosing Agents
(Esophageal Varices)

Sclerosing Agents (Other)

Sclerosing Agents
(Pleural Effusion)

Sclerosing Agents (Uterine)
Secretin

Sedatives

Sepsis Therapy

Sexual Dysfunction

Kim Struble

Bill Rados

Mark Elengold

John Mahoney

Call Div. or
Larry Bachork

Dianne Spillman
Roy Blay
Steve Hardeman

Mary Kozmo-
fornaro

Brian Strongin

Roy Blay

Dotti Pease

Christina Kish

Kati Johnson

Teresa Wheelous

Frances LeSane

Stephen Trostle
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(301) 594-5313
(301) 443-9553

(301) 443-3220

(301) 827-2000

(301) 443-9553

(301) 443-3520
(301) 827-0601

(301) 594-5770
(301) 827-2020
(301) 594-2777

(301) 827-2020

(301) 443-0483

(301) 827-2020

(301) 594-5742

(301) 443-3520
(301) 443-0487
(301) 594-2777
(301) 827-2025

(301) 443-3520

HFD-111

HFD-531

HFI-40

HFM-40

HFD-531

HFD-511
HFI-2

HFD-150

HFD-541

HFD-121

HFD-541

HFD-181

HFD-541

HFD-151

HFD-511

HFD-181

HFD-121

HFD-520

HFD-511



Shark Cartilage (Cancer) Linda McCollum

Sickle Cell Disease Julieann DuBeau
Skin Bleaching (OTC) Donald Dobbs
Skin Products Rosemary Cook
Skin Protectant (OTC) Tom North

Sleep Aids, Night-time (OTC) Michael Benson
Sleep Apnea Steve Hardeman
Smoking Deterrent (Rx) Sharon Schmidt
Smoking Deterrent (OTC) Mary Lambert

Sodium Labeling, OTC Drugs Ida Yoder

Sodium Warfarin Karen Oliver
Somatostatin w/Analogs Randy Hedin
Sponge (Contraceptive) Christina Kish

Sponsor/Monitor Regulations Alan Lisook, M.D.

Stable Isotope Studies Enid Galliers
HFD-511

Stereoisomers (Pharm, Chem)Charles Hoiberg
Steroid Alternatives Don Leggett
Steroidal and Non-steroidal Don Leggett
Products Used for the Skin
and Ear (All)

Steroids and Antibiotics for Joanne Holmes
Use in the Eye

Stimulant (OTC) Michael Benson
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(301) 594-2473  HFD-150
(301) 443-0487  HFD-181
(301) 827-2222  HFD-560
(301) 827-2020  HFD-541
(301) 827-2222  HFD-560
(301) 827-2222  HFD-560

(301) 827-2777  HFD-121
(301) 443-3741  HFD-550
(301) 827-2222  HFD-170
(301) 827-2222  HFD-560
(301) 443-0487  HFD-181
(301) 443-3520  HFD-511
(301) 443-3520  HFD-511
(301) 594-0020  HFD-340

(301) 443-3510

(301) 594-2473 HFD-810

(301) 594-3150 HFD-316

(301) 594-3150 HFD-316

(301) 827-2090 HFD-550

(301) 827-2222 HFD-560



Stomach Acidifier (OTC)

Streptokinase

Stroke

Subarachnoid Hemorrhage

Subdermal Pellets
(Testosterone)
(Estrogen)

Subpart E Regulations

Sucralfate (Rx)

Sucralfate (Generic)

Sucrose Polyesters
Sulfonamides

Sulfonylureas

Summary Judgments
Sunscreens
Sunscreens (OTC)
Surfactants
Swimmer's Ear (OTC)
Talc

Tamoxifen

Diana Hernandez
CBER

Merril Mille

Merril Mille

Lana Pauls
Christina Kish
Linda Carter

Lee Ripper
Brownyn Collier
Toni Nearing
Mary Jane Walling

Brian Strongin

Jason Gross
Mark Anderson

Julie Rhee
Christina Chi

Julie Rhee
Jena Weber

David Read

Mary Kozma-Fornano
Jeanne Rippere
Betty Kuzmik

Cheryl Turner

Dottie Pease

Leslie Vaccari
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(301) 827-2222
(301) 594-0428
(301) 594-2777
(301) 594-2777
(301) 443-3510
(301) 443-3510
(301) 594-6758
(301) 443-2544
(301) 827-3114
(301) 827-2335
(301) 827-2250
(301) 443-0483

(301) 594-0315
(301) 594-0315

(301) 443-3510
(301) 827-2025

(301) 443-3510

(301) 594-2041
(301) 827-2020
(301) 827-2222
(301) 827-1050
(301) 827-2222
(301) 594-5742

(301) 594-2473

HFD-560
HFB-240
HFD-121
HFD-121
HFD-511
HFD-511
HFD-101
HFD-102
HFD-103
HFD-104
HFD-105
HFD-181

HFD-612
HFD-012

HFD-511

HFD-520

HFD-511

HFD-7

HFD-541

HFD-560

HFD-155

HFD-560

HFD-150

HFD-150



Tamper Resistant Packaging Lana Ragazinsky (301) 594-0101 HFD-336
& Eval.(TRP-GMPs)
Tardive Dyskinesia Don Grilley (301) 594-2777 HFD-121
Taxol Dianne Spillman (301) 594-5770 HFD-150
Tetracyclines Christina Chi (301) 827-2025 HFD-520
Thalidomide (Dermatologic Roy Blay (301) 827-2020 HFD-541
Indications) Harold Blatt (301) 827-2020 HFD-541
Thalidomide (GVHD) Maureen Pelosi (301) 594-2473 HFD-150
Theophylline Products Ceclia Parise (301) 594-0315 HFD-615
(Generic)
Theophylline Products (OTC) Anne Mustafa (301) 827-2222 HFD-560
Theophylline Products (Rx)  Betty Kuzmik (301) 827-1050 HFD-155
Therapeutic Equivalence List Don Hare (301) 594-0340 HFD-604
Thromboembolism- Julieann DuBeau (301) 443-0487 HFD-181
Products/Derivatives
Thymosin (AIDS) Tony Zecolla (301) 827-2335 HFD-531
Thymosin (Cancer) Paul Zimmerman (301) 594-2473 HFD-150
Thyroid Hormones John Short (301) 443-3510 HFD-511
Tocolytics (Treatment of Christina Kish (301) 443-3520 HFD-511
Preterm Labor)
Today Contraceptive Sponge Christina Kish (301) 443-3520 HFD-511
Tooth Desensitizers (OTC) Jeanne Rippere (301) 827-2222 HFD-560
Topical Antimicrobials Maureen Dillon-Parker (301) 827-2025 HFD-520

Toxic Shock Syndrome Carol Lee (301) 443-4190 HFZ-210
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Toxicology (General)
TPA
Trace Minerals

Treatment INDs

Tryptophan
(Report of Toxicity from)

Tuberculosis Drugs

Ulcer Drugs

Ultrasound Contrast Agents

User Fees

U.S. Pharmacopeia Liaison
Uterine-acting Agents

Vaginal Contraceptive
Sponge

Vaginal Drug Products (OTC)

Vaginal Drug Products (Rx)

Vascular Agents

Joseph DeGeorge

Gene Murano
Charlotte Spires

Linda Carter
Lee Ripper
Bronwyn Collier
Toni Nearing

Mary Jane Walling

CDC

Matt Tarosky
Lisa Hubbard

Maria Walsh

Michael Folkendt

Santford Williams

Tom Hassall
Mike Jones

Yana Mille
Christina Kish

Christina Kish

Mary Robinson
Christina Chi

Don Grilley

Vasodilators (Except Memory) Gary Buehler

Vasodilators (Memory)

Katurah Higgins
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(301) 594-2473
(301) 496-5544
(301) 443-3510
ODEI (301) 594-6758
ODEII (301) 443-2544
ODEIII(301) 827-3114
ODEIV(301) 827-2335
ODEV (301) 827-2250

(800) 367-2829

(301)827-2335

(301) 443-0487

(301) 443-1560

(301) 594-5409
(301) 594-5410

(301) 594-0104
(301) 443-3510

(301) 443-3510

(301) 594-0897
(301) 443-6797
(301) 594-2850
(301) 594-5332

(301) 594-2777

HFD-150
HFB-838
HFD-511
HFD-101
HFD-102
HFD-103
HFD-104
HFD-105

K-55

HFD-531

HFD-181

HFD-161

HFD-005
HFD-005

HFD-354

HFD-511

HFD-511

HFD-814

HFD-521

HFD-121

HFD-111

HFD-121



Vasopressin w/Analogs
Vitamins (Except K)
Vitamin K

Wart Remover (OTC)
Weight Control (OTC)

Weight Control (Rx)

Withdrawal of Approvals

Wound-healing Drugs

Jena Weber
Jena Weber
Julieann DuBeau
Michael Benson
Robert Sherman

John Short

David Read

Roy Blay
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(301) 443-3510
(301) 443-3510
(301) 443-0487
(301) 827-2222
(301) 827-2222

(301) 443-3510

(301) 594-2041

(301) 827-2020

HFD-511

HFD-511

HFD-181

HFD-560

HFD-560

HFD-510

HFD-7

HFD-541



STANDARD ABBREVIATIONS

ADAMHA Alcohol, Drug Abuse, and Mental Health Admin.
ADE Adverse Drug Event

AIP Application Integrity Policy

ANDA Abbreviated New Drug Application (Generic Rx)
BIMO Bioresearch Monitoring

CAC Carcinogenicity Assessment Committee

CAPD Continuous Ambulatory Peritoneal Dialysis
CBER Center for Biologics Evaluation and Research
CDC Center for Disease Control and Prevention
CDER Center for Drug Evaluation and Research
CDRH Center for Devices and Radiological Health
CESS CDER Executive Secretariat Staff

CFC Chloro Fluoro Carbon

CFSAN Center for Food Safety and Applied Nutrition
Chem Chemistry

CNS Central Nervous System

CSO Consumer Safety Officer

CVM Center for Veterinary Medicine

DAD Developers and Distributors System
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DCM

DEA

DESI

DMSO

DNA

DRSB

EPA

FDA

FOI

GAO

GCP

Gl

GLP

GMP

HCFA

HF

HFB

HFD

HFR

HFZ

HRSA

Division of Communications Management
Drug Enforcement Agency

Drug Efficacy Study Implementation
Dimethylsulfoxide

Deoxyribonucleic Acid

Document Requirements Services Branch
Environmental Protection Agency

Food and Drug Administration

Freedom of Information

Government Accounting Office

Good Clinical Practice

Gastrointestinal

Good Laboratory Practice

Good Manufacturing Practice

Health Care Financing Administration
Internal Mail Code - Office of the Commissioner
Internal Mail Code - Biologics

Internal Mail Code - Drugs

Internal Mail Code - Field Offices

Internal Mail Code - Devices

Health Resources and Services Administration

Inspector General
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IND

IRB

LTE

MDI

NAS

NCI

NCTR

NDA

NDE

NIDA

NIH

NIMH

NTP

NRC

ODE

OGD

OHA

OTC

PDMA

PHS

PKLN

POST MS

Investigational New Drug Application
Institutional Review Board

Less Than Effective

Metered Dose Inhaler

National Academy of Science
National Cancer Institute

National Center for Toxicological Research
New Drug Application

New Drug Entity

National Institute on Drug Abuse
National Institutes of Health

National Institute of Mental Health
National Toxicology Program
Nuclear Regulatory Commission
Office of Drug Evaluation

Office of Generic Drugs

Office of Health Affairs
Over-the-Counter Drugs

Prescription Drug Manufacturers Association
Public Health Service

Parklawn Building

Postmarketing Surveillance
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Rx Prescription

SAMHSA Substance Abuse Mental Health Services
Administration (formerly ADAMHA)

58



ASOF: 7/1/96

CENTERFORDRUGEVALUATION AND RESEARCH

AssociateDirector for Policy — " . — Executive Operations Staff
JaneAxelrad Officeof the Center Director (HFD-1) Deborah Hefderson
Jam(l“a”gr:g — Janet Woodcock, M.D. [— Regulatory Policy Staff
o : _ 5946740 Albert Rothschild
R R P PP Associate Director for Medical Policy — — EEO Staff

FAX 594-6197

Robert Temple, M.D. Margaret Bell

Deputy Center Director for Review M anagement (HFD-2)
Office of Review M anagement (HFD-20)

Deputy Center Director for Pharmaceutical Science (HFD-3)
Office of Phar maceutical Science (HFD-350)

Murray Lumpkin, M.D. Office 8]: 'l\lll}alr(l))agement Roger Williams, M.D.
594-6740 594-6740
FAX 594-6197 Russdll Abbott FAX 594-6197
s Office of New Drug Chemi Office of G ic D
Office of Drug Evaluation | Office of Drug Evaluation IV N ice of New Dru emistry ice of Generic Drugs
(HFDglol) (HF§-104) FAX 594-5491 (HFD-SOO? (HFD-600)

—Division of Management and Budget

Robert Temple, M.D. David Feigal, Jr., M.D. o ) Roger Williams, M.D. (Actg) Douglas Sporn
504-6758 807-2330 —D!v! gon of Management $V| ces 594-6740 594-0340
FAX 594-5298 FAX 827-2510 Divisionof Drug Information Resources FAX 594-6197 FAX 594-0183
Division of Information Systems Design
— Division of Neuropharmacological I:Divis'on of Anti-Viral Drug Products Microbiology Team Division of Chemistry |
Drug Products Division of Anti-Infective Drug Products Division of New Drug Chemistry | Division of Chemistry 1
Division of Oncologic Drug Office of Training and Division of New Drug Chemistry |1 Division of Bioequivalence
Products Communications(HFD-200) Division of New Drug Chemistry 11 Division of Labeling and
Division of Cardio-Renal Drug —— Program Support
. Products Lucy Rose
* -+ -+ l—Division of DrugMarketing, 827-1651
Advertising, and Communications FAX 827-3056

Office of Drug Evaluation 11 Office of Drug Evaluation V Office of Testing and
(HFD-102) (HFD-105)

Freedom of Information Staff
Resear ch (HFD-900)

L . and Biophar maceutics(HFD-850)
Division of Training and Devel opment

Office of Clinical Pharmacolog)l

James Bilstad, M.D. Michael Weintraub, M.D. Division of Communications Management Larry Lesko, Ph.D. CharlesGrieshaber, Ph.D.
443-2544 827-2250 Medical Library 443-1223 594-0510
FAX 443-4467 FAX 827-2317 FAX 443-4518 FAX 594-3037
—Division of Metabolic and Endocrine —Division of Anti-Inflammatory, Analgesic, Office of Compliance i Division of Research and
Drug Products and Ophthalmol ogic Drug Products H FD.3oo)p Pha_rmacomemcs Staff ) Testing
s o X Division of Pharmaceutical o -
Division of Pulmonary Drug — Division of Dermatologic and Dental Drug - Evaluation| Division of Clinical
Products Products StephanieGray - ! Pharmacology Research
o Division of Pharmaceutical A ;
Division of Reproductiveand Division of Over-The-Counter Drug 594-0054 Evaluation|l Divisionof Drug Analysis
Urologic Drug Products Products FAX 594-2114 Division of Pharmaceutical
Evaluationlll

Office of Drug Evaluation 111
(HFD-103)

Office of Epidemiology and
Biostatistics(HFD-700)

PaulaBotstein, M.D. (Actg)
827-3144
FAX 480-3761

Robert O’ Neill, Ph.D.
827-3219
FAX 443-5161

Division of Gastro-Intestinal and
Coagulation Drug Products

— Division of Anesthetic, Critical
Care, and Addiction Drug
Products

Division of Medica Imaging and
Radiopharmaceutical Drug Products

Quantitative M ethods Research Staff

Division of Pharmacovigilanceand
Epidemiology

Division of Biometrics|

Division of Biometricsl|
Division of Biometrics|1
Division of BiometricsIV

Divisionof Labelingand
Nonprescription Drug Compliance

Division of Prescription Drug Compliance

and Surveillance

Division of Manufacturing and Product

Quality
Division of Scientific Investigations



CENTERFORDRUGEVALUATION AND RESEARCH

Officeof the Center Director

Office of the Center Director

Executive Oper ations Staff
(HFD-6)

Deborah Henderson
594-6779
FAX 594-54 93

EEO Staff(HFD-8)

Margaret Bell
594-6645
FAX 594-5491

Janet Woodcock, M .D. (Director, Center for Drug Evaluation and Resear ch)
Murray Lumpkin, M.D. (Deputy Center Director for Review Management) (HFD-2)

Roger Williams, M.D. (Deputy Center Director for Pharmaceutical Science) (HFD-3)
Robert Temple, M.D. (Associate Director for Medical Policy) (HFD-4)

594-6758
FAX 594-5298 -
Regulatory Policy Staff(HFD-7
Jane Axelrad (Associate Director for Policy) (HFD-5) & Y Y f )
594-6740 -
FAX 594-6197 Albert Rothschild
James Morrison (Ombudsman) (HFD-100) 594-1038
594-5443 FAX 594-0152
FAX 594-6197

Office of M anagement(HFD-10)

Russell Abbott
594-6741
FAX 594-5491

Office of Training and
CommunicationgHFD-200)

Lucy Rose
827-1651
FAX 827-3056

Office of CompliancgHFD-300)

StephanieGray
594-0054
FAX 594-2114

Division of Management and
Budget (HFD-50)

Robert Linkous
827-0502
FAX 827-0853

Freedom of Information Staff
(HFD-205)

a Carolann Hooton
443-8491
FAX 443-0208

Division of Management
Ser vices(HFD-60)

Ruth Clements
594-6741
FAX 594-5491

Division of Drug
Information Resources
(HFD-80)

JamesK noben, Pharm.D.
443-3204
FAX 443-1326

Division of Information
Systems Design(HFD-70)

DaveMoss
443-2836
FAX 594-6183

Division of Training and
Development (HFD-220)

Dale Wilcox (Actg)
443-2200
FAX 443-6905

Division of Communications
M anagement(HFD-210)

Vacant
827-1651
FAX 827-3056

Medical Library(HFD-230)

= Carol Assouad (Actg)
443-3180
FAX 443-6385

Division of Labeling and
Nonprescription Drug
Compliance(HFD-310)

] Bradford Williams

594-0063

FAX 594-0165

Division of Prescription
Drug Compliance and
Surveillance(HFD-330)

LanaOgram
594-0101
FAX 594-0167

Division of Manufacturing and|
Product Quality(HFD-320)

Douglas Ellsworth
594-0093
FAX 594-2202

Division of Scientific
I nvestigationgHFD-340)

— Vacant
594-0020
FAX 594-1204
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CENTERFORDRUGEVALUATION AND RESEARCH ASOR /%
Office of Review Management

Deputy Center Director for Review M anagementHFD-2) (HFD-20)

Murray Lumpkin, M.D.

594-6740
FAX 594-6197
]
[ I I I I 1
Office of Drug Evaluation | Office of Drug Evaluation |1 Office of Drug Evaluation 111 Office of Drug Evaluation 1V Office of Drug Evaluation V Office of Epidemiology and
(HFD-101) (HFD-102) (HFD-103) (HFD-104) (HFD-105) Biostatistics(HFD-700)
Robert Temple, M.D. James Bilstad, M.D. PaulaBotstein, M.D. (Actg) David Feigal, Jr., M.D. Michael Weintraub, M.D. Robert O'Neill, Ph.D.
594-6758 443-2544 827-3144 827-2330 827-2250 827-3219
FAX 594-5298 FAX 443-4467 FAX 480-3761 FAX 827-2510 FAX 827-2317 FAX 443-5161
Division of Division of Metabloic and Division of Gastro-Intestinal Division of Anti-Infective Div. of Anti-Inflammatory, . Quantitative M ethods
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CENTERFORDRUGEVALUATION AND RESEARCH ASORT11/%
Office of Pharmaceutical Science

Deputy Center Director for Pharmaceutical ScienceHFD-3) (HFD-350)

Roger Williams, M.D.
594-6740
FAX 594-6197

I I 1 1
Office of New Drug Chemistry Office of Generic Drugs Office of Clinical Pharmacolog Office of Testing and
(HFD-800) (HFD-600) and Biophar maceuticgHFD-850) Resear ch (HFD-900)

Roger Williams, M.D. (Actg) Douglas Sporn Larry Lesko, Ph.D. CharlesGrieshaber, Ph.D. (Actg)
594-6740 594-0340 443-1223 594-0510
FAX 594-6197 FAX 594-0183 FAX 443-4518 FAX 594-3037

Microbiology Team
(HFD-S%%)

| Peter Cooney, Ph.D.

Division of Chemistry |
(HFD-620)

Division of New Drug
Chemistry | (HFD-810)

CharlesHoiberg, Ph.D.
594-2473
FAX 594-0499

Division of Chemistry 11
(HFD-640)

Frank Holcombe, Jr., Ph.D.
594-0324
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Division of New Drug
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(HFD-650)
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Eric Sheinin, Ph.D.
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Rashmikant Patel, Ph.D. _| William Gillespie, Ph.D. (Actg) Frank Sistare (Actg)
443-5818 594-0375 427-1079 594-5871
FAX 443-9281 FAX 594-0180 FAX 427-1078 FAX 594-3037

Division of Pharmaceutical
Evaluation | (HFD-860)

Henry Malinowski, Ph.D.
443-1223
FAX 443-4518

Division of Clinical
Pharmacologa/ Resear ch
(HFD-930)

Jerry Collins, Ph.D.
427-1065
FAX 427-1078

Division of Pharmaceutical
Evaluation Il (HFD-870)

Division of Drug Analysis
(HFD-QZ(%

Y uan-Y uan Chiu, Ph.D. Keith Chan, Ph.D. Mei Ling Chen, Ph.D. ThomasLayloff, Ph.D.
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FAX 443-9282 FAX 594-0181 FAX 443-4518 FAX 314-539-2113

Division of Pharmaceutical
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NicholasFleischer, Ph.D.
594-2567
FAX 480-3212




Please complete the form below if you are interested in additional copies of the Quick
Index, or for a change of address. Upon completion, please return to:

Wanda J. Clabaugh

CDER/OTCOM (HFD-200), PKLN Building

5600 Fishers Lane

Rockville, MD 20857

Phone: 301-827-1668

Fax: 301-827-3056

This booklet will be revised in 1997. If you would like to receive copies of the index at
that time, please return a completed copy of the bottom of this page. Your name will be
placed on the mailing list for all future updates.

If your name or address changes, if you would like to be removed from the mailing list,
or if you would like to increase or decrease the number of copies you receive, please
return a completed copy of the bottom of this page.

If you are aware of any information in the index that needs to be changed for the next
revision, please contact Wanda Clabaugh.

If you have any comments on the booklet, e.g., usefulness, suggestions for improving
its usefulness, etc. they would be greatly appreciated. You will find a comment section
on the last page of this booklet.

QUICK INDEX REQUEST/CHANGE FORM

Name:

Address:

City: State: Zip Code:

Phone number ()

[ ] Please place my name on the mailing list to receive the Quick Index. | would like
to receive copies of the Index beginning with the 1996 edition.

Please make the following change(s) to the mailing list:
Name/Address Change

[ ]
[ ] Remove name from mailing list.
[ ] Change number of copies to beginning with the 1997 edition.
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REVISIONS TO DRUG INDEX FOR NEXT EDITION

Page #(s)

Description of Revision:
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